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DETAILED ACTION 

Election/Restrictions 

Applicant's election with traverse of group I in the reply filed on 12/04/2008 is 
acknowledged. The traversal is on the ground(s) that the examiners request is 
insufficient because the examiner has not shown that the alternative process if 
materially different than the claimed method and thus there would be no search burden. 
As recited previously US 6,238,703 teaches a layering technique by either rotor 
granulation or pan coating which is different than applicants claimed technique of 
coating the particle with ethylcellulose by separation microencapsulation orfluidized bed 
coating as detailed in dependent claim 30. It is further noted by the examiner that in 
order to make a composition as claimed in claim 1 5 one of ordinary skill would not 
necessarily have to coat the composition with the acylate polymer as required in claim 
29, instead the acrylate polymer could be a shell in which the an ethylcellulose coated 
particle is then transferred to as in a capsule. Therefore the examiner has withdrawn 
claims 29-39 as being drawn to an unelected invention. 

The requirement is still deemed proper and is therefore made FINAL. 
Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 15-28 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 



Application/Control Number: 1 0/521 ,598 Page 3 

Art Unit: 1618 

which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. Specifically claim 15 now recites that the 
composition contains microparticles comprising drug, however throughout the 
specification the drug is always referred to as "drug microparticles", it is never recited 
that the microparticles can contain any other constituent besides the drug. The 
transitional phrase "comprising" is open ended and does not exclude additional 
ingredients such as excipients, binders ect. The specification does not support a 
microparticle that can contain any other ingredient besides the active drug, essentially 
the drug is the microparticle. Applicants have broadened their own definition within their 
specification as to the composition of the microparticle. 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 23 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. Specifically claim 23 recites drug potency in terms of mg/g, 
however it is not clear from the claim what the units mg and g is referring. From the 
specification the drug potency appeared to be a measure of the amount of drug in mg 
per g of dosage form after the microcapsule was produced, thus the examiner 
interpreted the limitation as such, however further clarification within the claim is 
required. 

Claim Rejections - 35 USC § 102 
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The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 15-17,19-21,23-24 and 26-28 are rejected under 35 U.S.C. 102(e) as 
being anticipated by Percel et al. (US 6,451 ,345 B1 , cited by applicants). 

Percel teaches taste masked microcapsules of the antibiotic linezolid, the 
microcapsules were produced by coating Linezolid crystals with a microencapsulation 
polymer, preferably ethyl cellulose, and then further coated of with an enteric coating 
including methacrylic acid-methacrylate copolymers such as Eudragit L and S. See 
abstract, col 2 lin59-col 3 lin 41 and examples 1-3. Regarding claim 17 the amount of 
enteric coating used within the examples was 30 and 40 wt%, within applicants claimed 
range (30 and 40% weight gain for the formulations after they were coated with 
Eudragit). Regarding claims 19-20, from the examples when ethylcellulose was coated 
over the drug particles the weight gain was 30 and 20%, thus the ratio of drug to 
ethylcellulose would be 10:3 and 5:1 within applicants claimed range. Regarding claim 
21 Percel teaches that the particle size of the microcapsules is preferably in the range 
of 10 to 500 microns, within applicants claimed range. Regarding claim 23, it is noted by 
the examiner that the limitation of 400mg to 900 mg of drug per 1 g of total dosage form 
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is essentially a limitation of the wt% of active in the composition and a wt % within a 
range of 40-95 % will read on the claimed limitation (.45g/1x100 and .95g/100x100). 
The amount of active used within the examples of Percel was 40wt% and 50wt%, (this 
was deduced by noting the weight after the coatings were applied to the linezolid 
crystals). Regarding claim 24 since the drug composition of Percel is within applicants 
claimed scope it is inherent that the same composition will have the same dissolution 
properties when ingested orally. Regarding claims 27-28 Percel teaches several 
different administrable forms including tables and capsules. See col 4 lin 8-12. 

Claims 15-17,19-20 and 23-28 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Holt et al.(WO 00/30617, cited by applicants). 

Holt teaches a taste masked rapid release coating system comprised of a drug 
core (can include gatifloxacin a quinolone derivative), a spacing layer that includes ethyl 
cellulose and a taste masking layer that includes Eudragit polymers. See abstract, pag 
5 lin 24-pag 6 lin 20, pag 9 lin 1-13, pag 10 lin 4, pag 1 1 lin 7-10 and examples. 
Regarding claim 17 the amount of enteric coating used within example 1 was 30% 
within applicants claimed range. Regarding claims 19 and 20, from example 1, when 
ethylcellulose was coated over the drug particles the weight gain was 20%, thus the 
ratio of drug to ethylcellulose would be 5:1 within applicants claimed range. Regarding 
claim 23, it is noted by the examiner that the limitation of 400mg to 900mg of drug is 
contained per 1 g of total dosage form is essentially a limitation of the wt% of active in 
the composition and a wt % within a range of 40-95 % will read on the claimed limitation 
(.45g/1x100 and .95g/100x100). The amount of active used in example 1 was 50 wt% 
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(this was deduced by noting the weight after the coatings were applied to 
dextromethorphan). Regarding claim 24 since the drug composition of Holt is within 
applicants claimed scope it is inherent that the same composition will have the same 
dissolution properties when ingested orally. Regarding claims 27-28 Holt teaches 
different administrable forms including tables and capsules. See pag 17 lin 1-7. 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering patentability of 

the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 

the various claims was commonly owned at the time any inventions covered therein 

were made absent any evidence to the contrary. Applicant is advised of the obligation 

under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 

not commonly owned at the time a later invention was made in order for the examiner to 
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consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 15-24 and 26-28 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Percel et al. (US 6,451,345 B1). 

Percel is disclosed above. Percel discloses acrylate polymers as a secondary 
coating in amounts of 30 and 40 wt% within the examples and also disclosed that the 
enteric coating could be from 20 to 50 wt%, overlapping applicants claimed range for 
claim 18 but not within the claimed range. See examples and col 3 lin 46. However the 
amount of enteric coating used to coat a drug formulation is clearly a result effective 
parameter that a person of ordinary skill in the art would routinely optimize. 
Optimization of parameters is a routine practice that would be obvious for a person of 
ordinary skill in the art to employ and reasonably would expect success. It would have 
been customary for an artisan of ordinary skill to determine the optimal amount of 
enteric coating in order to best achieve the desired results including masking any 
unpleasant taste from the active and in order to control the location in which the dosage 
form is absorbed in the digestive tract. Thus, absent some demonstration of 
unexpected results from the claimed parameters, this optimization of the amount of 
coating would have been obvious at the time of Applicant's invention. Furthermore a 
prima facie case of obviousness typically exists when the ranges of a claimed 
composition overlap the ranges disclosed in the prior art. E.g., In re Geusler , 1 1 6 F. 3d 
1465, 1469, 43 USPQ2d 1362, 1365 (Fed. Cir. 1997); In re Woodruff, 919 F.2d 1575, 
1578, 16 USPQ2d 1934, 1936-37 (CCPA 1976); In re Malaaari . 449 F.2d 1297, 1202, 
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1 82 USPQ 549, 553 (CCPA 1 974). It is the normal desire of scientists or artisans to 
improve upon what is already generally known provides the motivation to determine 
where in a disclosed set of percentage ranges is the optimum combination of 
percentages. See In re Boesch , 617 F.2d 272, 276, 205 USPQ 215, 219 (CCPA 1980) 
("[Discovery of an optimum value of the result effective variable in a known process is 
ordinarily within the skill of the art." See, e.g., In re Baird , 16 F.3d 380, 29 USPQ2d 
1550 (Fed. Cir. 1994); In re Jones . 958 F.2d 347, 21 USPQ2d 1941 (Fed. Cir. 1992). In 
re Paterson Appeal No. 02-1 189 (Fed. Cir. January 8, 2003). Also while Percel 
discloses that the particle size of the microcapsules is preferably in the range of 10 to 
500 microns which overlaps applicants claimed size in claim 22 the size of the 
microcapsules is not within applicants claimed size range. Once again however the size 
of a capsule form is clearly a result effective parameter that a person of ordinary skill in 
the art would routinely optimize. Optimization of parameters is a routine practice that 
would be obvious for a person of ordinary skill in the art to employ and reasonably 
would expect success. It would have been customary for an artisan of ordinary skill to 
determine the optimal particle size for a micronized pharmaceutical dosage form in 
order to achieve the desired characteristics including its bioavailability and 
processability. Thus, absent some demonstration of unexpected results from the 
claimed parameters, this optimization of the size of the microcapsules would have been 
obvious at the time of Applicant's invention. 

Claims 15-28 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Holt et al.(WO 00/30617). 
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Holt is disclosed above. Holt discloses acrylate polymers as a secondary coating 
in amounts of 30 wt% within the examples and also disclosed that the enteric coating 
could be from about 20 to about 70 wt%, overlapping applicants claimed range for claim 
1 8 but not within the claimed range. See examples and pag 9 lin 9. However the 
amount of enteric coating used to coat a drug formulation is clearly a result effective 
parameter that a person of ordinary skill in the art would routinely optimize. 
Optimization of parameters is a routine practice that would be obvious for a person of 
ordinary skill in the art to employ and reasonably would expect success. It would have 
been customary for an artisan of ordinary skill to determine the optimal amount of 
enteric coating in order to best achieve the desired results such as masking unpleasant 
taste and controlling the location in which the dosage form is absorbed in the digestive 
tract. Thus, absent some demonstration of unexpected results from the claimed 
parameters, this optimization of the amount of coating would have been obvious at the 
time of Applicant's invention. Furthermore a prima facie case of obviousness typically 
exists when the ranges of a claimed composition overlap the ranges disclosed in the 
prior art. E.g.. In re Geusler . 116 F.3d 1465, 1469, 43 USPQ2d 1362, 1365 (Fed. Cir. 
1997); In re Woodruff, 919 F.2d 1575, 1578, 16 USPQ2d 1934, 1936-37 (CCPA 1976); 
In re Malaaari . 449 F.2d 1297, 1202, 182 USPQ 549, 553 (CCPA 1974). It is the 
normal desire of scientists or artisans to improve upon what is already generally known 
provides the motivation to determine where in a disclosed set of percentage ranges is 
the optimum combination of percentages. See In re Boesch , 617 F.2d 272, 276, 205 
USPQ 21 5, 219 (CCPA 1 980) ("[Discovery of an optimum value of the result effective 
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variable in a known process is ordinarily within the skill of the art." See, e.g., In re Baird , 
16 F.3d 380, 29 USPQ2d 1550 (Fed. Cir. 1994); In re Jones , 958 F.2d 347, 21 USPQ2d 
1941 (Fed. Cir. 1992). In re Paterson Appeal No. 02-1189 (Fed. Cir. January 8, 2003). 
Also while Holt discloses that the particle size of the particles are preferably less than 
850 microns the reference is silent as to the lower size limit, thus the reference does not 
disclose a size range within applicants claimed range in claims 21 and 22. Once again 
however the size of a drug particle is clearly a result effective parameter that a person 
of ordinary skill in the art would routinely optimize. Optimization of parameters is a 
routine practice that would be obvious for a person of ordinary skill in the art to employ 
and reasonably would expect success. It would have been customary for an artisan of 
ordinary skill to determine the optimal particle size for a micronized pharmaceutical 
dosage form in order to achieve the desired characteristics including bioavailability and 
processability. Thus, absent some demonstration of unexpected results from the 
claimed parameters, this optimization of the size of the microcapsules would have been 
obvious at the time of Applicant's invention. 

Conclusion 

No claims are allowed. Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to James W. Rogers, Ph.D. 
whose telephone number is (571 ) 272-7838. The examiner can normally be reached on 
9:30-6:00, M-F. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mike Hartley can be reached on (571) 272-0616. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



/Michael G. Hartley/ 

Supervisory Patent Examiner, Art Unit 1618 



